Kathy Hoffman

Vice President, Corporate RA/QA

“Regulatory issues Professional Experience

Kathleen Hoffman is currently Corporate Vice President of Regulatory Affairs

and Quality Assurance at Sterigenics International where she has worldwide responsibility
complicated and for quality assurance; environmental, health and safety; and radiation services.
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confusing. My goal o Ms. Hoffman joined Sterigenics (then Griffith Micro Science) in June 1997 as US

. . Environmental, Health and Safety Manager and has taken on increasing responsibilities
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throughout her tenure with the company.

a compliance plan, o Prior to Sterigenics, Ms. Hoffman served as a Risk Engineer for Zurich International

but to demystify where she specialized in the coordination of safety programs for large chemical

the regulatory process.” and pharmaceutical companies.

o Other job experiences include several years with Amoco Chemical (now BP) as
a Process/Project Engineer, Quantum Chemicals as a Production/Quality Engineer,
and the US Environmental Protection Agency as a Chemical Engineer.

Professional Activities
Ms. Hoffman currently serves as President of the Ethylene Oxide Sterilization Association

(EOSA).

Education
Ms. Hoffman holds a Bachelor of Science in Chemical Engineering from the University
of Michigan and a Masters of Business Administration from St. Ambrose University,

Davenport, Iowa.
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“The driver for me

1s that no rwo projects
are the same. We are
constantly challenged
to develop new
approaches to

affect irradiation.”

Mark Smith

Vice President, Radiation Services

Professional Experience
Mr. Smith has played a key role in the radiation processing industry since 1994 when
he joined Sterigenics International.

o At Sterigenics, his responsibilities include radiation-processing dosimetry, irradiator
qualification and commissioning, irradiator source configuration, and dose validation.
He also serves as Corporate Radiation Safety Officer.

o Prior to joining Sterigenics, Mr. Smith managed a waste management research and
development group at the Oak Ridge National Laboratory and served as a guest
lecturer in the environmental and nuclear engineering graduate programs
at the University of Tennessee.

0 Previous to his tenure at Oak Ridge, Mr. Smith served as the Deputy Director of the
Division of Radiation Control and Emergency Management with the State of Arkansas.

Professional Activities
Mr. Smith is actively involved in industry committees, task forces and working groups.

o He currently serves as President of the Radiation Process Simulation and Modeling User
Group, an international technical organization for the industry.

o He is an author of the American National Standard N43.10, Safe Design and Use of Panoramic,
Wet Source Storage Gamma Irradiators (Category IV) and Dry Source Storage Gamma Irradiators
(Category II).

o He co-authored ANSI Standard N13.50, Qualitative and Quantitative Characterization of
Waste Containing Potentially Added Radioactivity in Excess of Background Radioactivity.

o He served as Co-Chair of American National Standard N43.7, Se/f~-Contained, Dry Source
Storage Gamma Irradiators (Category 1) and WG93, Cleaning of Reusable Medical Devices.

o Mr. Smith is the author of several papers on radiation processing and is a frequent speaker
at national and international meetings.

Education

Mr. Smith holds a Bachelor of Science in Chemistry from Hendrix College in Arkansas
and a Master of Science in Nuclear Engineering from the University of Tennessee. In 1990,
he received comprehensive certification by the American Board of Health Physics.
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